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Provide or supervise operational and logistical support to clinical trials in Biomedical Research (BR)
with focus on high complexity and/or priority status. Oversee junior colleagues” activities related to
study operations. Acts as a subject matter expert and/or cross-functional liaison.

About the Role
Major accountabilities:

* Provides operational and logistical support to clinical trials in Biomedical Research (BR) with
focus on high complexity and/or priority status, in compliance with Novartis processes and
Good Clinical Practice (GCP).

* Perform or supervise defined activities to support the Clinical Trial Team (CTT) throughout the
study lifecycle, via study assignment and/or on-demand support.

* Maintain, share, and actively disseminate up-to-date knowledge of ICH-GCP, external



regulations, and internal procedures. Continuously strengthen expertise through training and
practical application of Novartis Standard Operating Procedures (SOPs) and internal policies.

¢ Lead finalization and management of clinical, regulatory and study-related documents in
scope of role such as study protocols, patient-facing documents, etc.

* Responsible for ownership and leading the preparation of in-scope study documents, e.g.
Clinical Study Report (CSR) appendices, patient-facing documents, protocol training material,
etc.

¢ Lead or oversee interactions and communications with relevant functions including Novartis
country organizations to prepare, collect, and/or compile relevant documents, and timely
follow-up on pending actions as necessary.

* Lead or oversee external communication, such as newsletter development, external meeting
organization.

Key performance indicators:

* Timely, efficient and quality execution of trial related activities in compliance with Novartis
processes and GCP.

* Proactive operational planning with effective contingency and risk mitigation plans.

* High quality contributions to study or submission documents (i.e. study protocols, patient-
facing documents)

* Strong leadership skills to be able to support management in team competency building,
lead/contribute to local/global initiatives and best practice sharing across programs and/or
departments -Clearly demonstrates Novartis Values and Behaviors (i.e. Innovation, Quality,
Collaboration, Performance, Courage and Integrity.

Minimum Requirements:

* Atleast 3to 4 years” experience in clinical trial /development

* Project management experience evidenced by the ability to organize effectively and deliver
results. Adept organizational skills and quality mindset with attention to detail.

¢ Effective communication (verbal and written); proactive communication skills.

* Well-developed interpersonal skills with the ability to build rapport, manage, and coach
others. Solid presentation skills and ability to mentor / train small groups.

¢ Ability to successfully interact with a wide range ofpeople, including global teams, different
cultures, diverseexperience backgrounds, etc.

Why Novartis: Helping people with disease and their families takes more than innovative science. It
takes a community of smart, passionate people like you. Collaborating, supporting and inspiring each
other. Combining to achieve breakthroughs that change patients” lives. Ready to create a brighter
future together? https://www.novartis.com/about/strategy/people-and-culture

Benefits and Rewards: Learn about all the ways we Il help you thrive personally and professionally.

Read our handbook (PDF 30 MB)


https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf
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var config = { targetld: "kalturaplayer69efaf263935e558955525", provider: { widgetld:
"10m7rmlpm", partnerld: "2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause:
false, allowMutedAutoPlay: false, loop: false }, sources: { options: {}, startTime: 0 }, plugins: {},
sources: { options: {}, startTime: 0 }, ui: { showCCButton: false, settings: { showQualityMenu: true,
showSpeedMenu: false }, css : "/modules/custom/arcticnckalturaaddon/css/kalturavideo.css",
components: { fullscreen: { disableDoubleClick: false } }, uiComponents: [ { presets: ['Playback’,
'Live'], area: 'BottomBarRightControls', replaceComponent: 'Fullscreen’, get:



KalturaPlayer.ui.components.Remove } ] } }; // Check and add plugins only if they exist if
(KalturaPlayer.plugins['"download"]) { config.plugins.download = { disable: true }; } if
(KalturaPlayer.plugins[“transcript"]) { config.plugins[“playkit-js-transcript"] = { position: "right", //
Default: bottom;('left’, 'right', 'top’, 'bottom’) to enable transcript. expandMode: "over", // Default:
alongside;(‘alongside’, 'hidden’, 'over') expandOnFirstPlay: false, showTime: true, downloadDisabled:
false, printDisabled: false, disable: true }; } if (KalturaPlayer.plugins['preventSeek"]) {
config.plugins.preventSeek = { preventSeekForward: false, preventSeek: false }; }
config.plugins.floating = { disable: true }; if (KalturaPlayer.plugins['navigation"]) {
config.plugins.navigation = { position: "right", expandMode: "over", expandOnFirstPlay: false, visible:
false }; } if (KalturaPlayer.plugins["hotspots"]) { config.plugins['playkit-js-hotspots'] = { disable: true }; }
if (KalturaPlayer.plugins["'moderation”]) { config.plugins['playkit-js-moderation’] = { disable: true }; } if
(KalturaPlayer.plugins["info"]) { config.plugins|['playkit-js-info'] = { disable: true }; } if
(KalturaPlayer.plugins['share"]) { config.plugins.share = { disable: true }; } config.ui.uiComponents =
[]; if (KalturaPlayer.plugins['googleAnalytics"]) { config.plugins.googleTagManager = {};
config.plugins.googleTagManager.customEventsTracking = {};
config.plugins.googleTagManager.containerld = 'GTM-57RJQ5;
config.plugins.googleTagManager.customEventsTracking.custom = [];
config.plugins.googleTagManager.customEventsTracking = { preset: { coreEvents: true, UIEvents:
false, playlistEvents: false, castEvents: false } }; }

try { var kalturaPlayer = KalturaPlayer.setup(config); // Add the player to the global array. if (typeof
kalturaPlayerVideos == 'undefined’) { kalturaPlayerVideos.push(kalturaPlayer); } else { var
kalturaPlayerVideos = []; kalturaPlayerVideos.push(kalturaPlayer); } // Load the Player for other
media. kalturaPlayer.loadMedia({entryld: "1dgfvmafo"}); } catch (e) { console.error(e.message) }

Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.

Accessibility and accommodation

Novartis is committed to working with and providing reasonable accommodation to individuals with
disabilities. If, because of a medical condition or disability, you need a reasonable accommodation for
any part of the recruitment process, or in order to perform the essential functions of a position, please
send an e-mail to diversityandincl.india@novartis.com and let us know the nature of your request and
your contact information. Please include the job requisition number in your message.
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